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* &~ Studies Sent for Review **

Cxitec, Limited {2018) OX5034 Asdes aegypli;
Froduct Identity and Composition, Descnplion
of Starting Materiais, Production and
Formuiation Process, Discussion of the
Formation of impurities, Prefiminary Analysis,
Certifisd Limits. and Enforcement Analytical
Method. Unpublished study, §3p.

Oxitee, Limited (2018) OX5034 Asdes aggypit:
Product identity and Composition, Description
of Starting Materials, Production and
Formulation Process, Discussion of the
Formation of tmpuwities. Pretiminary Analysis,
Certified Limits, and Enforcement Anaiytical
Method, Unpublished study. 83p.

Qxitgc, Limited {2018) OX5034 Asdes aggyptl
Product identity and Composition, Description
of Slarting Materials, Production and
Formulation Procass, Discussion of the
Formation of impurities. Praliminary Analysis,
Certified Limils, and Enforcement Analytical
Method. Unpublished study. 63p.

Qxitec, Limited (2019) OX5034 Aedes asgypth
Product identity and Composiion, Description
of Starting Materials, Production and
Formulation Process, Discussion of the
Formation of lmpurities. Preliminary Analysis,
Certified Limils, and Enforcement Analytical
Maethod. Unpublished study. 83p.

Oxiter, Limited {2019) OX5034 Aedes aegypli
Product ldentity and Compeosition, Descripiion
of Starting Materials, Production and
Formulation Process, Discussion of the
Formnation of bnpurities, Prefiminary Analysis,
Cartified Limits, and Enforcement Analyticat
Method, Unpublished siudy. 83p.

Cixitec, Limited (2010} UX5034 Aedes aegypli
Product ldentity and Composition, Description
of Starting Materials, Production and
Formulation Process, Discussion of the
Formation of impurities, Preliminary Analysis,
Certified Limits, and Enforcement Analytical
teathod. Unpublished study. 83p.

Oxitec, Lmited {2010}
Telracycline-Repressible Transactivator
Protein (TAV) and Related Benetic Material
from OX5034 Asdes aegypth Request for
Waiver from Acute Oral Toxicity Study in
Rodents. Unpubsiished study. 16p.

Oxitec. Limited (2015
Tetracycline-Hepressible Transactivator
Profein Yariant ({TAV) and Related Gensgtic
Material from OX5034 Aedes aegypti Request
from Waver from Acute inhalation Toxicity
Study in Rodents. Unpublished study. 18p.

Oxitec, Limited (2018}
Tetracycline-Repressible Transactivalor
Protein Varniant {iTAV}Y and Related Genstic
Matarial om OX5034 Aedes degypth Reguest
for Waiver from Primary Eye Irritation Study.
Unpublished study. 18p.

Oxiteg, Limited (2019
Tetravycline-Repressible Transactivator
Protein Vanant ({TAV) and Relsted Genstic
Material from GX5034 Aedes aegyptt Request
for Waiver from Primary Dermat britation
Study. Unpublished study. 1ip.

Creite, Limited {2019
Tetracycline-Repressible Transactivator
Protein Variant {1ITAV} and Related Genetic
Material from OX5034 Asdes aegypli
Hypersensitivity Incidents. Unpublished study.

3p.

8301700/ reliminary analysis

B30 1750iCerifisd limits

8301800/ Enforcement
anslytical method

8841 100/Product identity and
composition

880.1200/Description of
starting materials, production
and formudation process

B380.1400/Discussion of
formation of impurities

870.1100/Acute Oral Toxicity

870.1300/Acute inhalation

oty

870.2400/Acute sye irrifation

870.2500/Acute demal
irritation
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* «> Studies Sent for Review > ** Devisiord#: (548240

Credtec, Limited (2018) OX5034 Male-Selecting
Trait Decling ing & Caged Population of
Witd-Type Aedes apgypti. Project Numbern
SRAGUESHEDZA. Unpublished study. 18p.

Cxitec, Limited (2019} investigating the
Sel-Limiting Phenotyps and Penetrance of
Ardes asgypli, OXB034. Project bhumbern:
SRIGOOTV/EDZA. Unpublished study. 24p.

Liverpoot School of Tropical Medicing (LSTMY;
Liverpoo! insect Testing Establishment (LITE)
(2019) Evatuation of insecticide Susceptibility
Status of the OX5034 Strain of Aedes segypil
Project Number, 2018/LITEN3R,
20M8ALITEIC 3, LITSOPC /01, Unpublished
study prepared by Oxifec Limited, 72p.
{Oxitec, Limited {2018 Quantitative Western
Blot Analysis of Expressed Proteins (ITVA and
DsRed?) in OX5034 Aedes segypli Male
Adults, Pupas, and Larvag. Project Number:
SRO0BSEDITION/Y/A. Unpublished study.
52p.

Oxiter, Limited {2019) Bioinformatics Analysis
for Risks of Allergemcity and Toxicity of
Proteing Encoded by the Two Genes
infroduced into Genelically Enginaered
Mosguitoes {Asdes asgyptl} Sirain OX5034.
Linpublished study. 37p.

Cuitee. Limited (2019) Bicinformatics for
Predicting Protein Digestibility and
Environmenial Degradation of OX5034 1TAV
and DsRed?Z Profeins by Proteases, and
Likelthood of these Proteing Crossing a Celt
Membrane. Unpublished study. 20p.

Crxitec, Limited (2019 Published Literature
Cited in Suppor of Documants Submiftad for
an Experimental Use Permit for
Tatracycline-Repressible Transactivator
Brotein Vasiant ({TAY) and Related Genetic
Material from OX5034 Asdes aagypti.
Unpublished study. 2540p.

Cxitee, Limited (2019) Published Literalure
Cited in Suppoit of Documents Submitted for
an Experimental Use Parmit for
Tetracysline-Repressible Transactivator
Protein Variant 4TAV) and Related Genslic
Material from OX5034 Asdes asgyptl.
Unpublished study. 2540p.

Qyitee, Limited {(230719) Published Litarature
Cited in Support of Doguments Submitted for
an Experimental Use Pammit for
Tetracycline-Repressible Transactivator
Protein Variant (iTAV} and Related Genelic
Material from OX5034 Aedes asgypti.
Unpublished study. 2540p.

Qxitec, Limited (2019) Published Literature
Cited in Support of Documeants Sulnmilted for
an Experimental Use Pemmit for
Tetracycline-Repressible Transactivator
Protein Vanant TAV) and Related Genelic
hMaterial from OX5034 Asdes aegypti.
Unpublished siudy. 2540p.

Oxiter, Limited (2018} Published Literature
Cited in Support of Documants Subrmilted for
an Experimental Use Pammit for
Tetracycling-Repressible Transactivator
Protain Variant {TAV) and Related Genglic
Material from OX5034 Asdes aegyptl.
Unpublished study. 2540p.

Pass {05-Apr-2018)

Pass {05-Apr-2018)

Paszs (05-Apr-2019)

Pass ((5-Apr-2819}

Pass {05-Apr-20183

Pass {(05-Apr-2018;

B3G 1700/Preliminary analysis Pass {05-Apr-2018)

B30 1750/ Certified fimits Pass {05-Apr-2018)

2301 800/Enforcement Pass {(05-Apr-2018}
analytical method

850 2100/Avian acule oral Pass (05-Apr-2018}
toxicity 1est

B0 .2200/Avian dietary toxiclly Pass {(05-Apr-2015)
st
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506958722 Ouitec, Limnited (2019) Published Literature 850.4100/Seedling Pass t05-Apr-201%)
Cited in Support of Documents Submifted for  Emergence and Seediing
an Experimental Use Permi for Growth

Tetracycling-Repressible Transaclivator
Protein Variant 1TAV) and Related Genetic
Material from OX5034 Aedes asgyph.
Unpublished study. 2540p

BOB8872Z Oxitge, Limited {2018) Published Literaturs 850 4150/ egetative Vigor Pass {05-Apr-2619)
Cited in Support of Documents Submitled for
an Experimental Use Permit for
Telracycline-Repressible Transactivator
Frotein Varant (fTAV) and Related Genstic
Batenal from OX5034 Asdes aegypth.
Unpubdlished study. 2540p.
50608722 Oxitee, Limited (2019) Published Literature 870.1100/Acute Oral Toxicity  Pass (05-Apr-201%)
' Cited in Support of Documents Submitted for
an Experimental Use Permi for
Tetracycline-Repressible Transactivator
Protsin Variant 1TAV) and Related Genstic
Material from OX5034 Asdes aegypti.
Unpublished study. 2540p.

50888722 Oxitec, Limited {2019} Published Literature §76.1 300 Acute inhalation Pass (85-Apr-2018}
Cited in Support of Documenis Submitied for  toxicity
an Experimantal Use Paomil for
Tetracycline-Repressible Transactivator
Protein Variant {TAV) and Related Genetic
Material from OX5034 Asdes aegypti.
Unpublishad study. 2540p.

50638722 Onitec, Limited {2019) Published Literature 870.2400/Acute aye iritation  Pass (05-Apr-2018)
Cited in Support of Documents Submilted for
an Expenmental Use Permit for
Tetracycline-Repressible Transaclivator
Profein Variant {({TAV) and Related Genetic
Material from OX5034 Asdes asgypli
Unpublished study. 2540p

2 Cidtes, Limited (2018) Published Literature 870.2500/Acute desmal Pass {05-Apr-Z2019)
Cited in Support of Documents Submitted for  iritalion
an Experimental Use Permif for
Tetravycline-Repressible Transactivator
Protein Yariant ((TAV) and Related Genstic
Material from GX5034 Aedas aagypti.
Uinpublished study. 2540p.

50688722 Oxitec, Limited (2019} Published Literature B80.1100/Praduct ientity and  Pass (05-Ape-2015}
Cited in Support of Documenis Submitted for  compeosition
an Experimental Lise Permit for
Tetracycline-Repressible Transactivator
Protein Variant (1TAV) and Related Genetic
BMaterial from UX5034 Aedes asgypl.
Unpublished study, 2540p.

f
]

506587

HO848723 Oxite, Limited (2019) Published Literature 880.1200/Description of Pass (05-Apr-2018)
Cited in Buppoert of Documents Submitted for  stasting msterials, production
an Experimental Use Permit for and formlation grocess

Tetracyciine-Repressible Transactivator
Pratein Vanant 4TAV) and Related Genatic
KMatarial from OX5034 Aedes aegypti.
Unpublishad study. 2540p.

50698732 Ovitec, Limited {2018) Published Literature 880.1400/Discussion of Pass {05-Apr-201&)
Ciled in Support of Documents Subimifted for  formation of impurities
an Experimentsl Use FPermit for
Tetracycline-Repressible Transactivator
Protein Variant {TAV) and Related Qenetic
KMaterial from OX5034 Asdes asgypti.
Unpublished study. 2540p.

50698723 Oxitec, Limited (2079) Standard Operating 880.1200/Description of Pass {05-Apr-2019)
Frocedures for Production of Aedes aegypti,  starting matenals. production
OX5034. Project Number: and formugation process

GLBRONIZFED:2/8, GLBRIOCIIIEDIE,
GLBRGOOBTED/YB. Unpublished study.
£1:31:3
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